
J. D. Jackson 
TIL 
Billingham 
Cleveland TS23 IPS 
England 

Dear J. D. Jackson: 6' < 

This is in response to your letter 09 January 11, 1984 in which 
you requested information on the status of your firm's 
sunscreen products in reiation to the"Food and Drug 
Administration (FDA) regulations. As supplemental information, 
you submitted a copy of the patent specification describing the 
composition of several ultraviolet light absorbers presumably 
marketed by your firm. ,h'. *- , " i,. 
FDA 
act 

is currently reviewing the s~fety'%'nd '&ff%$t-Fvgkess of 
ive ingredients in all:' OTC 'drug pL--&~c&~~~ $??'c5'r@'r' to" "' 

act omplish such a massive t%sk, 
rev 

'the FD& e;Stabl%?&6~ ah'visar 
iew panels consisting o.f-.~&~ogn~~&d’ ~e&ca~J.“‘~~$J ‘&iek’tq- f$ P 

experts from outside the federal government. One Panel of 
:e%$e%%WjThe Advisory Review Panel on OTC Topical Analgesic, 
Antirheum,atic, Otic, Burn and Sunburn Prevention and Treatment 
Produ&$s'reviewed the a&ive"%$.&%ents found in OTC 
sunscreen.products. The Pan,;e'l"'s recommendations to the FDA 
concerning'the safety and ef'fk'&tivene'sb of these ingredients 
were published as a proposed monograph in the FEDERAL REGISTER 
on August ‘23, 1978 (copy enclosed). The Panel's discussion of 
specific sunscreen ingredients recommended testing procedures, 
and labeling for sunscreen products can be found in the 
enclosed report. 

In response to1 the Panel's published report, FDA received 
comments from drug manufacturers, consumers, and experts in the 
field of sunscreen testing. FDA is currently evaluating the 
Panel's recommendations and the comments with the intent of 
developing a tentative final monograph which will include 
specific sunscreen drug ingredients and labeling. In the 
tentative final monograph the FDA may accept, reject, or modify 
the Panel's recommendations but the agency's tentative - 
conclusions will be published in the future. 
of the agency's tentative conclusions, 

Upon publication 
there will be a comment 
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J . D . J a c k s o n  / :..; 
' . ,-2 ;;p  ;‘: 

_ , ' , 4 .<  ,,' ., . . : ' s  
p e r i o d  to  a l l o w  i n te re s te d  p e rs o n s  to  s u b m i t c o m m e n ts .a n d  n e w  
d a ta  b e fo re  F D A  i s s u e s  a  fi n a l  m o n o g ra p h .'  .‘: 

I h o p e  y o u  fi n d  th i s  i n fo rm a ti o n  h e l p fu l . ,*  

S i n c e re l y  y o u rs , 
h  . 

S a u l  B a d e r, P h . 
C h i e f, E y e , E a r 
a n d  O ra l  C a v i ty  
D i v i s i o n  o f O T C  
N a ti o n a l  C e n te r 
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